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1 . (Amended) A sustained release dosage form comprising oxybutynin for 
use in managing the plasma concentration of oxybutynin and the dry mouth associated 
with use of oxybutynin, wherein the sustained dosage form upon once daily 
administration is characterized by the substantially zero order sustained release 
unaffected by meals of a therapeutically effective dose of oxybutynin to provide an 
increased therapeutic index. 

2. The sustained release dosage form according to claim 1 , wherein the 
plasma concentration is proportional to the sustained release dose. 

3. (Amended) The sustained release dosage form according to claim 1 , 
wherein the sustained release dosage form releases up to 25 mg per hour of 
oxybutynin over about 24 hours, or therapeutically acceptable oxybutynin salt thereof. 

4. The sustained release dosage form according to claim 1 , wherein the 
sustained release dosage form comprises up to 650 mg of oxybutynin, or 
therapeutically acceptable oxybutynin salt thereof. 

5. (Amended) A sustained release dosage form comprising oxybutynin and a 
pharmaceutical^ acceptable carrier for managing dry mouth associated with 
oxybutynin, wherein the sustained release dosage form upon once daily use is 
characterized by a sustained release therapeutically effective dose up to 25 mg per 
hour over about 24 hours to provide an increased therapeutic index. 

6. (Amended) Oxybutynin for use in providing a sustained release dosage 
form comprising oxybutynin and a pharmaceutical^ acceptable carrier, wherein the 
sustained release dosage form contains up to 650 mg of oxybutynin and up to 450 mg 
of a pharmaceutical^ acceptable carrier for releasing up to 25 mg per hour of 
oxybutynin to provide an increased therapeutic index over about 24 hours. 
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7. (Amended) A method for managing dry-mouth in a patent administered 
substantially racemic oxybutynin, wherein the method comprises orally administering to 
the patient a sustained release dosage form comprising an oxybutynin selected from 
the group consisting of oxybutynin and its pharmaceutically acceptable salt thereof, that 
administers the oxybutynin at a controlled rate over twenty-four hours to provide an 
increased therapeutic index. 

8. (Amended) A method for managing dry mouth in a patient administered 
substantially racemic oxybutynin for the management of incontinence, wherein the 
method comprises administering a sustained-release dose of 5 mg to 30 mg of a 
member selected from the group consisting of oxybutynin and its pharmaceutically 
acceptable salt thereof up to twenty-four hours to provide an increased therapeutic 
index. 

9. (Amended) A method for relaxing bladder muscles and for managing 
concomitantly dry mouth in a patient administered substantially racemic oxybutynin 
hydrochloride, wherein the method comprises administering 5 mg to 30 mg of 
oxybutynin hydrochloride in a sustained rate up to twenty-four hours to provide an 
increased therapeutic index. 

1 0. (Amended) A method for decreasing the incidence of dry-mouth in a 
patient administered substantially racemic oxybutynin, wherein the method comprises 
orally administering to the patient a sustained-release dosage form comprising an 
oxybutynin selected from the group consisting of oxybutynin and its pharmaceutically 
acceptable salt thereof, that administers the oxybutynin in a controlled rate over twenty- 
four hours to provide an increased therapeutic index. 
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1 1 . (Amended) A method for decreasing dry-mouth in a patient administered 
substantially racemic oxybutynin for the management of incontinence, wherein the 
method comprises administering a sustained-release dose of 5 mg to 30 mg of a 
member selected from the group consisting of oxybutynin and its pharmaceutical^ 
acceptable salt thereof up to twenty-four hours to increase the therapeutic index. 



12. (Amended) A method for relaxing bladder muscles and for decreasing 
concomitantly dry-mouth in a patient administered substantially racemic oxybutynin 
hydrochloride, wherein the method comprises administering 5 mg to 30 mg of 
oxybutynin hydrochloride in a sustained-rate up to twenty-four hours to increase the 
therapeutic index. 



13. (Cancelled) 



14. (Amended) A method of manufacture of a sustained release dosage form 
indicated for oxybutynin therapy and for the management of dry mouth associated 
therewith, the manufacture comprising the step of incorporating substantially racemic 
oxybutynin into a sustained release dosage form, which when admitted daily into an 
environment of use releases oxybutynin to provide an increased therapeutic index. 



REMARKS 



Claims 1-14 are examined in the final Office Action dated 06/26/2002. Claims 1 , 
2, 4 and 7-14 are rejected under 35 U.S.C. §102(b) and claims 3, 5, 6 and 7-14 are 
rejected under 35 U.S.C. §1 03(a). These rejections are overcome by the above 
amendments and are otherwise traversed for the reasons discussed below. 

Claims 1, 3, 5-12 and 14 have been amended to more particularly point out and 
claim Applicants' disclosed invention. Support for the amendments can be found 



